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1 This international preliminary examination report has been prepared by this International Preliminaiy Examining 
Authority and is transmitted to the applicant according to Article 36. 

2. This REPORT consists of a total of 4 sheets, Including this cover sheet. 

□ This report is also accompanied by ANNEXES, i.e. sheets of the description clairns andADir <^Jf wmgs w^^ 

been a^^^^^ and are the basis for this report an6tot sheets containing rectifications made before this Authority 
(see Rule 70.16 and Section 607 of the Administrative instructions under the PCT). 

These annexes consist of a total of sheets. 



3. This report contains Indications relating to the following Items: ...... 

Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and Industrial applicability 
Lack of unity of invention 

Reasoned statement under Rule 66,2(a)(ii) with regard to novelty. Inventive step or Industrial applicability; 
citations and explanations supporting such statement 
Certain documents cited 
Certain defects in the international application 
Certain observations on the international application 
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I. Basis of the report 




Description, Pages 



1-7 



as originally filed 



Claims, Numbers 




as originally filed 



2 With regard to the language, all the elements marked above were available or furnished to this Authority In the 
" language in which the international application was filed, unless othenwise indicated under this item. 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished for the purposes of Intemational preliminary examination (under 
Rule 55.2 andtor 55.3). 

3 With regard to any nucleotide and/br amino acid sequence disclosed in the Intemational application, the 
intemational preliminary examination was earned out on the basis of the sequence listing: 

□ contained In the international application In written fomi. 

filed together with the intemational application in computer readable form. — - 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable forni. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure 
in the intemational application as filed has been fumished. 

□ The statement that the infomiatlon recoitled In computer readable fonm is Identical to the written sequence 
listing has been fumished. 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: - ^« 

□ the claims, Nos.: 

□ the drawings, sheets: 

5. □ This report has been established as if (some of) the amendments had not been made, since they have 

been considered to go beyond the disclosure as filed (Rule 70.2(c)). 

(Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this 
report,) 

6. Additional observations, if necessary: 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

1. Statement 

Novelty (N) Yes: Claims 1-10 

No: Claims 

Inventive step (IS) Yes: Claims 1-10 

No: Claims 

Industrial applicability (lA) . Yes: Claims 1-10 . . . 

No: Claims 

2. Citations and explanations 
see separate sheet 
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' Re Item V . . ; . 

1 . The subject-matter of claims 1 -9 (composition) and 1 0 (process) Is novel (Art. 
33(2) PCX) since the combination of a water-soluble alginate salt and a complex 
salt of alginic acid, a macrollde, and an inorganic salt capable of donating a proton 
and having a pK. value of 4.0 to 9.0 has not been disclosed in the available prior 
art documents. 



2. The problem of the present application was to provide alginate matrix fomnulations 
of a macrolide antibiotic which avoid a strong decrease of the pH value during 
release of the active ingredient. 

This problem is solved by adding an inorganic salt as defined in present claim 1 . 

D1 (closest prior art) discloses combinations of a water-soluble alginate salt, a 
complex salt of alginic acid, a macrolide, and an organic carboxylic acid. However, 
the document is silent about inorganic salts. 

There Is no hint in D1 (or any of the other cited documents) to the above- 
mentioned problem and its solution. Therefore, the subject-matter of claims 1-10 
is considered to involve an inventive step (Art. 33(3) PCT). 
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